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DETAILED ACTION 



Election/Restrictions 

1 . Applicant's election without traverse of Claims 5-13, 20-21 , 23-45 and 51-58, 
drawn to a surgical apparatus, in the reply filed on 7 September 2006 is acknowledged. 

2. Claim 63-64 withdrawn from further consideration pursuant to 37 CFR 1 .142(b) 
as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 7 September 2006. 

Specification 

3. The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: Claim 1 1 refers to a sleeve holder. There is no sleeve holder 
described in the specification. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 5-7 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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6. Claim 5 recites the limitation "the body portion" in line 7, "said first lever" in line 9, 
and "said second lever" in line 10. There is insufficient antecedent basis for this 
limitation in the claim. 

7. Claims 6 and 7 recites the limitation "the levers". There is insufficient antecedent 
basis for this limitation in the claim. 

8. Claim 12 recites the limitation "said body portion" and said elongate body portion" 
in line 7. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 11-13 and 51-58 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Sauer, et al. (US Patent 5,431,666). 

1 1 . Regarding Claim 1 1 , Sauer'666 teaches a suturing device that contains a tongue 
member (30b) that is capable of being inserted into a wound because of its size and 
shape, a face (32) separated from the tongue member by a gap (34) that can impede 
further insertion of the apparatus into the wound; further comprising a sleeve holder (39) 
positioned within the distal portion of the tongue member that includes two sleeves (36, 
and 38, connected by a suture (20) via ferrule portions (16, 18) (Figure 2a). 



Application/Control Number: 10/056,473 Page 4 

Art Unit: 3734 

12. Regarding Claim 12, Sauer'666 teaches a suturing device that contains a tongue 
member (30b) that is capable of being inserted into a wound because of its size and 
shape, a face (32) separated from the tongue member by a gap (34) that can impede 
further insertion of the apparatus into the wound; further comprising an elongate body 
assembly (30) connecting the body portion (14) to the tongue member; wherein the 
body portion (14) contains a tube capable of accommodating a guide wire because of its 
size and shape which is disposed adjacent to the distal opening of the tongue member 
(30b). 

13. Regarding Claim 13, the guide wire tube (opening of hollow body portion 14) 
includes an opening (34) spaced next to the distal end of the tube. 

14. Regarding Claim 51 , Sauer'666 teaches a tip for a surgical apparatus containing 
a window (34) for receiving tissue; a first wall (32) disposed at an angle to the 
longitudinal axis; a second wall (near 30b, opposite 32) disposed at an angle to the 
longitudinal axis; further comprising a ferrule holder (37b); and a tongue portion (44) 
extending between the first and second walls; the ferrule holder includes projections 
(20) within the walls of the tongue for retaining the ferrule holder on the tongue. 

1 5. Regarding Claim 52, the tongue contains a tip (30b) that wraps around the end of 
the ferrule holder for retaining the ferrule holder on the tongue. 

16. Regarding Claim 53, Sauer'666 teaches a tip for a surgical apparatus containing 
a window (34) for receiving tissue; a first wall (32) disposed at an angle to the 
longitudinal axis; a second wall (near 30b, opposite 32) disposed at an angle to the 
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longitudinal axis; further comprising a tongue portion (44) extending between the first 
and second wall. 

1 7. Regarding Claim 54, Sauer'666 teaches the distance between the first and 
second walls at the bottom portion of the window is less than the distance between the 
first and second walls at the top portion of the window (see Figure 2). 

18. Regarding claim 55 and 56, Sauer'666 teaches the proximal end of the tongue 
includes a t-shaped extension (42) and a face (surface of 42). 

19. Regarding Claim 57, the face is retained onto the tongue by a snap-fit connection 
(sliding element 14 over entirety of element 37). 

20. Regarding Claim 58, Sauer'666 teaches the tongue (44) indues a longitudinal 
opening (near 37b) near the distal end of the tip. 

21. Claim 20, 21, 23-30, 40 and 41 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Green, et al. (US Patent 5,425,745). 

22. Regarding Claim 20, Green'745 discloses a surgical apparatus containing a body 
portion (102) having a distal end (105) and a proximal end (towards 117); a tubular 
portion (124) having a distal end (137) and a proximal end (105), wherein the proximal 
end of the tubular portion is connected to the distal end of the body portion; and a lever 
(104) having a distal end (105) and a proximal end (towards 107), the distal end of the 
lever coupled to the distal end of the body portion wherein the body portion includes a 
longitudinal axis (along line of element 118) and the handle includes a longitudinal axis 
(long axis between points 105 and 107) wherein when the lever is in its closed state the 
longitudinal axis are parallel 
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23. Regarding Claim 21 , Green'745 discloses the longitudinal axis of the lever is 
actuatable to a position that is not parallel with the longitudinal axis of the body portion 
(see Figure 1). 

24. Regarding Claim 23, Green'745 discloses a surgical apparatus containing a body 
portion (102) having a distal end (105) and a proximal end (towards 117); a tubular 
portion (124) having a distal end (137) and a proximal end (105), wherein the proximal 
end of the tubular portion is connected to the distal end of the body portion; and a lever 
(104) having a distal end (105) and a proximal end (towards 107), the distal end of the 
lever pivotably mounted to the body portion at 105 and further contains a link connected 
at a first end (107) to the lever and at a second end (109) to a slidable member (111) 
within the body portion (102). 

25. Regarding Claims 24 and 30, Green'745 discloses that movement of the 
proximal end of lever (1 04) towards the proximal end of the body portion (towards 1 1 7) 
forces the slidable member (1 11 ) to move towards the distal end of the body portion 
(column 6, lines 1-68). 

26. Regarding Claim 25, Green'745 shows that drive block (112) corresponds with 
movement of the slidable member (111) (column 7, lines 10-14). 

27. Regarding Claim 26, Green'745 shows that the slidable member (1 1 1 ) is a 
locking collar that surrounds a reduced diameter portion of the drive block (112). 

28. Regarding Claim 27, Green'745 shows that the drive block (1 12 is biased by a 
spring (116). 
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29. Regarding Claim 28, Green'745 shows the drive block (112) includes an opening 
(1 12a) for receiving a drive tube (1 14). 

30. Regarding Claim 29, Green'745 shows that the lever (104) is biased away from 
the body portion (Figure 1 ). 

31 . Regarding Claim 40, Green'745 discloses a surgical apparatus containing a body 
portion (102) having a distal end (105) and a proximal end (towards 1 17); a tubular 
portion (124) having a distal end (137) and a proximal end (105), wherein the proximal 
end of the tubular portion is connected to the distal end of the body portion; and a lever 
(104) having a distal end (105) and a proximal end (towards 107), the distal end of the 
lever coupled to the distal end of the body portion wherein the lever has a substantially 
U-shaped cross section with a flat surface of the lever lying substantially flush with body 
portion in a closed position of the lever (see Figure 1). 

32. Regarding Claim 41 , Green'745 discloses a surgical apparatus containing a body 
portion (102) having a distal end (105) and a proximal end (towards 117); a tubular 
portion (124) having a distal end (137) and a proximal end (105), wherein the distal end 
of the lever proximal end of the tubular portion is connected to the distal end of the body 
portion; and a lever (104) having a distal end (105) and a proximal end (towards 107) 
and further containing an end cap (102) on the proximal end of the body portion having 
a recess sized for facilitating actuation of the proximal end of the lever. 
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Claim Rejections - 35 USC § 103 

33. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

34. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

35. Claims 5-10 and 42-45 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sauer, et al. (US Patent 5,431 ,666), in further view of Scirica, et 
al. (US Patent 5,938,668). 

36. Regarding Claims 5, 8, 9, and 10, Sauer'666 teaches a suturing device that 
contains a tongue member (30b) that is capable of being inserted into a wound because 
of its size and shape, a face (32) separated from the tongue member by a gap (34) that 
can impede further insertion of the apparatus into the wound; further comprising an 
elongate body assembly (30) connecting the body portion (14) to the tongue member; 
further comprising first and second elongate needles (36, 38) eccentrically positioned 
(shown in Figure 10) within the elongate body assembly; the needles being movable by 
a lever (106). 
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37. Regarding Claim 5, 9, 10 and 42 Sauer'666 does not teach the use of two 
separately actuatable levers controlling the needles. Further regarding Claim 9, 
Sauer'666 does not teach the use of different colored levers. 

38. Regarding Claims 5-7 and 43-44, Scirica'668 teaches a suturing device 
containing two levers (524, 524) spaced 180 degrees apart (between face 506) but are 
not diametrically positioned (in direction of elongate tube 508) which separately control 
two needles because this allow a mechanical device to simulate manual suturing 
methods performed by a doctor (column 3, lines 61 to column 4, lines 13). Therefore it 
would have been obvious to use two levers that allow separate control of each needle 
because this allows the suturing device to simulate manually suturing done by doctors 
and this method maximizes the doctor's control over the suturing method. 

39. Regarding Claim 9 and 45, the concept of color-coding is well known in the art. 
Patentability cannot be predicated on color-coding a surgical device. The color-coding 
so as to identify which needle each handle is operating would have been entirely 
obvious. Further, applicant has not shown any functional criticality for color-coding the 
levers. 

40. Claim 31-38 are rejected under 35 U.S.C. 103(a) as being obvious over 
Green745, as applied to Claim 30, in further view of Scirica'668. 

41. Regarding Claim 31-38, Green'745 teaches the limitations of Claim 31-38, except 
for the use of a needle driver. Green'745 teaches a surgical stapling device. 

42. Scirica'668 teaches the use of a similar apparatus as a suturing device 
containing two needles that move in response to a drive shaft. Further, Scirica'668 
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teaches that his apparatus contains two levers (524, 524) that control a first and second 
needle to simulate manual suturing done by a doctor. It would have been obvious to 
modify the device taught by Green'745 with two needles and two levers taught by 
Scirica'668 because Green'745 is teaching a surgical fastening device and with suturing 
individually controlling each lever allows the doctor to simulate manual suturing done 
with two hands. 

43. Claim 39 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Green'745. 

44. Regarding Claim 39, Green'745 teaches the device essentially as claimed except 
that the slidable member (111) includes a slot (111a) that surrounds the tab and the 
lever (109) contains a tab (end towards 109a) with a hole (109a) for a pin (110) to 
connect the lever (109) to the slidable member (111). It would have been obvious to 
place the tab with a hole on one device and the slot on the other device because both 
configurations place the lever in a pivoting relationship with the slidable member. 

Conclusion 

45. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lindsey Bachman whose telephone number is 571-272- 
6208. The examiner can normally be reached on Monday to Thursday 7:30 am to 5 pm, 
and alternating Fridays. 
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46. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hayes can be reached on 571-272-4959. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

47. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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